Background. The value of consumer involvement in health services research is widely recognized. While there is a growing body of evidence about the principles of good consumer involvement, there is little research about the effect that involvement can have on the research. This evaluation assessed the level and impact of consumer involvement in the London Primary Care Studies Programme (LPCSP), all of whose individual projects had to demonstrate substantial involvement as a condition of funding.
Background
Over the last decade in the UK, a number of policy initiatives have called for public involvement in health and social care research. [1] [2] [3] Current National Health
Service (NHS) guidance on research governance states that 'consumer involvement should exist at every stage of research where appropriate'. 4 The term 'consumer' refers to patients, service users, parents and guardians as well as carers of people who use services and is distinct from being a 'participant' or 'subject' in the research. The importance and value of involving consumers in the research process has been given a clear political mandate with the establishment of IN-VOLVE (formerly Consumers in NHS Research) as a Support Unit to provide guidance for both consumers and researchers. 5 In 2001, 11 primary care research projects were commissioned by the London Research and Development Directorate creating the London Primary Care Studies Programme (LPCSP). Foremost among the funding criteria was the stipulation that the projects must involve consumers in the research. These projects were part of the Capacity Development Programme aimed at establishing a pan-London consumer involvement network. The overall aims of the LPCSP were to: 'Equip consumers, carers and their authorized representatives with the knowledge, skills and confidence to participate in research according to their wishes', and 'Ensure that health professionals also involved in commissioning, managing and conducting research understand and embrace consumer involvement so that they are able to work in effective partnership with consumers' (Original Commissioning Document). Overall, the projects within the Programme were expected to 'provide answers to important, original questions in ways which enable people working in primary care to provide high quality, consumer-centred services'. Although the original intention had been to have a formative evaluation running parallel to the projects, changes in the structure of the Directorate meant that it was not until 2003 that INVOLVE commissioned an evaluation of the LPCSP, one of the aims of which was to 'evaluate the impact of consumer involvement on the quality of those 11 primary care projects'.
There is an increasing number of articles exploring the nature of consumer involvement and providing suggestions as to what constitutes 'good practice' around involvement, 5, 6 although very few studies have examined the impact of involving consumers on the research process. In 2001, a survey of consumer involvement in clinical trials in the UK found that onethird of the trial centres were involving consumers and that for the majority of respondents, involvement was perceived to have led to positive changes. 7 A recent study identified a range of collaborative and consultative projects within a Mental Health Trust and looked at the impact of consumer involvement on the project. While the consumers and service providers identified benefits that had arisen from these partnerships, most were at a personal level, such as gaining knowledge, understanding different perspectives; few tangible impacts on the outcomes of the research were cited. 8 A further study which looked at the challenges of consumer involvement in research, in particular cancer research, felt that there was a lack of overarching infrastructure to foster and support involvement despite the Department of Health policy initiatives, which meant that involvement tended to be piecemeal rather than an integral part of research. 9 These and other papers call for the need to build the evidence base on consumer involvement in research, particularly how consumers can impact on setting research priorities and selecting appropriate methods for the research. 7, 8, 10 This present study, which itself was a collaboration between lay and academic researchers, aimed to evaluate the consumer involvement and the impact of this involvement on the LPCSP.
Methods
A multi-method case study approach using surveys, face to face interviews and focus groups, observation (attending individual project steering group meetings) and scrutiny of relevant documentation was used to understand the context, processes and any impact of consumer involvement in the 11 studies. 11 As the aim was to look at the Programme as a whole, data were examined both within and across cases to evaluate the involvement and its impact within projects and to look for any overarching approaches which led to, or hindered, involvement in the research.
In this paper, the term 'participants' refers to consumers, researchers, service providers and academics involved in the design and conduct of the 11 projects. The term 'subjects' refer to people who were the actual respondents taking part in the research, the research sample. This paper is mostly concerned with the participants rather than the subjects.
Scrutiny and collation of written information
All documents relevant to the 11 projects, including original applications, ethics forms, minutes from project meetings and any interim or final reports from the projects were scrutinized. All relevant data were extracted from the written documents and anonymized.
Sampling strategy
In order to comply with Data Protection legislation, those involved in the design and process of each of the projects were approached through its principal investigator (PI). PIs were sent sufficient questionnaires for all the project applicants and were invited to request further questionnaires for other people (not named as applicants) who were involved in the design or delivery of the project. Participants for the interviews and focus groups were self-selecting as we could not contact people directly; the questionnaire included a form for completion by those who were willing to give their contact details so that they could take part in interviews/focus groups. All PIs were sent a reminder 6-8 weeks after the initial mailing. Table 1 shows the responses for each project for questionnaires, interviews and focus groups.
Questionnaires
A questionnaire was developed by the co-applicants to gain an understanding of how and why participants (academics and service users) came to be involved in the project, what their role was, whether consumer involvement was what they expected, what participants felt was working well and anything which was not working so well. The questionnaire was a mixture of open questions and attitudinal statements which people were asked to score on a scale from strongly disagree to strongly agree. The questionnaire was piloted for face validity through Folk.us (a DH-funded research Programme which seeks to promote and support meaningful consumer involvement in research in Devon) and amended in light of comments received from consumers and service provider/academics. Although the questionnaires were anonymous at an individual level, people were asked to identify which of the 11 projects they had worked on.
Interviews and focus groups
Data were obtained from open-ended interviews and focus groups with the consumers, service providers and academics involved in the design and delivery of the research. Interviews and focus groups were held between June 2004 and January 2005. All those who provided their contact details in response to the questionnaire were invited to be interviewed and/or attend a focus group. Interviews were conducted to gain an individual perspective of the project; people were also invited to attend a focus group (separate focus groups for service users/carers and academics/service providers were held) as it was felt that focus groups would be likely to yield different and complementary responses. Two people who had been involved in the commissioning of the LPCSP were also interviewed to provide contextual, background information relating to the Programme. All interviews were tape-recorded and transcribed verbatim; detailed notes were taken during the focus groups, a summary of which was then fed back to the participants at the end of the session.
Analysis
A within and across case study approach to analysing the projects was undertaken. An overview of the Programme was made by analysing within cases and across cases, taking each project as a case. The case studies used multiple sources of evidence: interviews, focus groups, surveys and written documents. A synthesis of the cases was then undertaken in order to analyse the overall Programme to identify any patterns of the process of involvement and the impacts of such involvement where they occurred. 12 To assess the validity of the research, two approaches were used:
13 respondent validation in the form of negotiated feedback as well as eliciting written feedback. The feedback was to check whether the data analysis and interpretation represented the participants' views, and because the research design explicitly sought to incorporate a wide range of perspectives, including those of the commissioners, consumers, academics and service providers. 
Results
In total, 61 of 163 questionnaires sent to the 11 PIs of the projects were completed and returned (a response rate cannot be calculated as we do not know how many questionnaires were sent out by the PIs to the participants), 44 face to face interviews were conducted and 2 focus groups were held. In two of the projects, the PIs requested further questionnaires. One of the projects remained ongoing (at the end of the evaluation) and final reports were available for eight of the projects. Interim and progress reports were available for all projects, thus we had some information for all 11 projects.
Of the 11 projects that were funded, 9 had service users or carers as co-applicants; none had a consumer as the lead applicant. One of the projects altered its research question in response to consumers' comments, although most projects did not involve consumers in establishing the research question or the design. Four of the projects had been completed by the start of this evaluation. The majority of the projects were largely qualitative in design, with some using a mixture of quantitative and qualitative designs. The studies covered a variety of issues with most being directly related to service provision.
Impact of involvement on the participants
Participants discussed the effect that involvement had had on them personally. Academic researchers commented on the value of having the consumer perspective and how much they had learnt from having consumers involved. Consumers commented on enjoying 'feeling useful' and being able to offer an 'unexpected contribution'. Finally, several researchers commented on the difficulty in measuring any impact on outcomes as there was no comparison group without involvement to allow associations between outcome and involvement to be made.
Impact of consumer involvement on quality of projects
Of the eight completed projects for which we have final reports, all appeared to have met their original Family Practice-an international journal aims and objectives. There were additional impacts within the research process for these projects which the participants (researchers and consumers) directly attributed to consumer involvement. These impacts were in the initial design of the study, recruitment of the research subjects, developing data collection tools, collecting the data, analysis and dissemination of the findings, as detailed in Table 2 .
How the impacts occurred and how they were viewed For the most part, the projects were intentionally structured in such a way as to encourage input from consumers which could affect the delivery of the project. For example, several projects formed a consumer panel which met frequently and worked alongside the project. These panels devised the interview/focus group schedules and assisted in the analysis of the resultant data. Consumers in several of the projects received training in the appropriate research methods to facilitate their active participation in the delivery and analysis of the research (see Table 3 ). Given the flexible way the projects had been designed, it is perhaps not surprising therefore that the interviews and questionnaires found recurring, positive comments about the effect of this involvement. Fifty of the 59 respondents who answered the question as to whether they considered the project outcome to be better because of the involvement, either agreed (n = 17) or strongly agreed (n = 33) with the statement; seven people were not sure and two people strongly disagreed. The interviews and focus groups showed how people felt the involvement had affected the overall outcome ( Table 4) .
The majority of participants (researchers and consumers) interviewed felt that consumer involvement had improved the quality of the research citing 'enhanced credibility', 'improvement' and believing that it had made the project a 'different' one. Looking across the projects, participants identified factors which enabled meaningful involvement. These characteristics were varied and effective methods of communication, respect for the knowledge and insights of service users and carers and a strong personal commitment from all the participants to realize the fullest potential of involvement as a means of improving both research and service delivery. Similarly, participants (researchers and consumers) involved in other LPCSP projects identified barriers that they had experienced either with involving consumers or with allowing the involvement to directly affect the project. Characteristics from these projects were the continued sue of jargon by researchers and clinicians, a small number (one or two) consumer 'representatives' on steering/ advisory committees, a physical remoteness of senior researchers and a consumerist attitude to involvement which saw service users and carers as 'products' with limited 'shelf lives'.
Discussion
The Department of Health developed and funded the LPCSP, consisting of 11 primary care projects which all included the active collaboration of consumers in the conduct of the research. Almost all the projects had consumers as co-applicants for the funding and the majority continued to have extensive ongoing involvement in the delivery and dissemination of the research. This would appear to be the first commissioned Programme of research which was aimed specifically at establishing a pan-London consumer involvement network. The evaluation was based on a wider range of experiences of consumer involvement than would be possible with the evaluation of a single study; it was able to examine the different processes of involvement and the impact of involvement on the research projects. This research suggests that the overall impact of consumer involvement on this Programme was positive, both in terms of the research process and the project outcomes, achieving one of its main objectives of ensuring that the projects were collaborations between consumers and academics. The nature of the involvement varied between the projects, with some projects being delivered as partnerships (or consumer Relevant local and national consumer group.
Consumers as researchers. Consumers developed and piloted the research tool and analysed and disseminated the resulting findings. Consumers were employed by the project. K None Development and evaluation of an education programme for a potentially vulnerable group-insufficient detail regarding study design.
Insufficient detail regarding how people were recruited.
A consumer was employed part time on the project.
Family Practice-an international journal led) while others involved consumers in perhaps more traditional ways of involvement, such as being part of an advisory group. Participants in all the projects reported that the processes of development and delivery of the research benefited directly from the involvement of consumers. Researchers, service providers and consumers also described the effect that this involvement had had on them personally. A limitation of the research was the retrospective nature of the evaluation: a formative evaluative process could have captured how the research projects evolved and likewise whether the participants' roles had changed over time. It was the initial intention of the Programme to conduct such an evaluation but the changing structures within the DH and its associated regions meant the evaluation was, for the most part, retrospective. A further potential limitation was the need (in line with the Data Protection Act) to access participants through the PIs. This raises the possibility that only people who had a good relationship with the PI were included; however, as some people discussed difficulties in the relationship between the PI and other partners, this would not appear to be the case. Furthermore, the information accompanying the questionnaires clearly stated that the questionnaires were anonymous and were to be returned directly to the evaluation researchers. Similarly, while people self-selected for interviews and focus groups, the data show there was a variety of responses to the issues raised in the interviews and focus groups. Although all 11 studies were qualitative in nature and it could be argued that these methods provide a wider scope for involvement, this Programme of studies is the largest funded Programme to date of projects which had active consumer involvement throughout the research process. As is the case with any evaluation, the lack of a comparison group makes any attributable causation subjective. Similarly, a more general lack of objective measures of research quality mean that the 'success' of the research can only be judged in terms of whether the research was finished and met its aims and objectives and subjectively, by the people involved, as to whether the project was deemed to be successful.
There was a strong consensus from the participants across the Programme that the involvement of service users and carers had brought tangible benefits to the research, on both the processes and outcomes of the studies. Most participants also cited personal benefits especially the learning that had taken place as a result of the involvement. However, the presence of service users and carers as co-applicants is not itself a sufficient condition to ensure active and meaningful involvement. Within the Programme, there were projects which strived hard to create this environment and where service users and carers clearly felt that they were active partners throughout the process. Similarly, there were other projects where this partnership style Although more projects involved consumers as applicants, they were not necessarily involved in the planning and design of the study.
of working was not achieved and where the involvement felt 'tokenistic' for the service users and carers. It is perhaps not surprising that the greatest impacts of involvement were in the projects which strove to ensure service users and carers were partners throughout the research. These new ways of conducting research did have resource implications, particularly additional time for meetings, which also affected the monies required to fund the additional time.
In commissioning the 11 projects, the Research and Development Directorate hoped to achieve two objectives, namely to 'build capacity in terms of partnership working with consumers' such that the projects shared knowledge and learning and in creating an 'evidence base' for consumer involvement. The restructuring of the NHS London Regional Office meant that for the most part there was not much dialogue between the projects, although what is clear from this evaluation is that consumers can bring about changes in the research process which can benefit the outcomes of the research. In agreement with other researchers, 7, 8, 10, 15 we would suggest that unless more research is commissioned which has consumers as research partners or as PIs, or comparative studies which contribute to the evidence base of the impact that involvement can bring on the outcomes of research, involvement will remain the preserve of the committed few, rather than an accepted way of conducting research. Certainly from the point when I came into the project which was when the users and carers were employed, I think it's really helpful, they've had lots of input, in terms of the development of the questionnaire. They've picked up on things that professionals wouldn't have thought about.
[academic researcher] We questioned each other and then anything that we thought didn't work, we . . . said something about it. So, one of the questions was about any problems we had with the questionnaire, as carers. [consumer] there would be notices put up in surgeries and those kinds of things. And that got a very kind of bitty response. And the consumers were then kind of wonderful about getting up the response . . . the lead [consumer] said, 'well why don't we just go and ask them?' . . . And [it] was a combination of all of those sorts of things, and they went to the groups and the clinic groups and all of those sorts of things, and recruited and recruited very well for it. [reflections from an academic researcher on the difference consumers made]
As researchers, the consumers brought to the groups a specialised knowledge and credibility, enabling participants [the subjects in the research process] to openly discuss their thoughts and experiences. [lead researcher] I have a negative view of it because, because I feel that in this project people did bring their own agendas to it and I really think that's a bad thing in research, to bring your agenda to the research strategy and proposal. [academic researcher]
We could have done the project with a professional researcher and with interviewing individuals and with having focus groups of users, and you know, we have probably all done that kind of thing lots of times, so its hard to say its essential, but its better, you know. [academic researcher]
